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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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Status 

I) S Responsive to communication(s) filed on 13 January 2006 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 
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5) D Claim(s) is/are allowed. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
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Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of lnformal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20070204 



Application/Control Number: 10/052,758 Page 2 

Art Unit: 3738 

DETAILED ACTION 
Election/Restrictions 

Newly submitted claim 38 is directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: claim 38 is 
directed to a method that does not require the specific occluder of claim 24, e.g. an 
"umbrella". 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claim 37 is withdrawn from consideration as 
being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Response to Arguments 

Applicant's arguments with respect to claims 24-38 have been considered but are 
moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 24-29, 31-36 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Huebsch et al. (5,853,422). Huebsch et al. discloses a catheter delivered septal defect 
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occluder comprising: a tubular frame having parallel slits (col. 3, lines 39-44), made of 
NITINOL, a nickel-titanium shape memory alloy, (col. 3, lines 64- col. 4, line 1), with 
circular biodegradable sheets over each end of the frame (col. 7, lines 44-48), the 
frames forming umbrellas that bend towards the midpoint of the frame (e.g. Figs. 23 and 
24). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 30 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Huebsch et al. (5,853,422) as above in view of Goldstein et al. (6,143,037). 
Huebsch et al. discloses a septal defect occluder however Huebsch et al. fails to 
disclose the occluder having a galactide and lactide copolymer member covering at 
least a portion of the umbrella or disc shaped halves. Goldstein et al. teaches a septal 
defect occluder (col. 31, lines 26-47) having a member (col. 6, lines 33-41) made of a 
copolymer of glycolic acid and lactic acid (col. 15, lines 37-40) which is useful for 
targeted local delivery of pharmaceutical agents at a site of medical intervention (col. 1 , 
lines 8-1 1 ). It would have been obvious to one of ordinary skill in the art to combine the 
teaching of a member made of a copolymer of glycolic acid and lactic acid, as taught by 
Goldstein et al., to a septal defect occluder as per Huebsch et al., for targeted local 



Application/Control Number: 10/052,758 Page 4 

Art Unit: 3738 

delivery of pharmaceutical agents at a site of medical intervention. Please Note: a 
glycolic acid and lactic acid copolymer is a galactide-lactide copolymer as admitted by 
the Applicant (p 11 , lines 7-13). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thomas C. Barrett whose telephone number is (571) 
272-4746. The examiner can normally be reached on Mon. -Fri. from 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Conine McDermott can be reached on (571) 272-4754. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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